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Ref No.: 97-HFD-340-0501

Ernst L. Wynder, M.D.
President, American Health Foundation
One Dana Road
Vaihall~ New York 10595

.

Dear Dr. Wynder:

DuMg January of 1997, Nfs. Margaret E. Sarles,investigator tith the Food and Dmg .+dministration
(’FDA) New York District, inspected the nonclinical Iaboratom facilities of .+rrwrican Health.
Foundation Vaihak Ne’.vYork. The purpose of~he visi~ws to assess :he faciii~’j compliance with
the Good Laboram~ Practice (GLP) re.wlations. Tide 21, Code of Federal Re-mlations, Pan 53.
At the same time, she reviewed four nonclinical to.xiciy studies.

During the inspection, she obsewed several deviations from the GLP regulations. These findings
\vere [isted on an Inspectiontd Observa-; ~s FomI FDA--M (copy enclosed), which was presented

to, and discussed with, Dr. Mchaei J. Ia. POU1OS,HexL Regulatory Pxhoio.g and Hkolo-v. at the
conclusion of the inspection.

.

We have reviewed the deficiencies listed on the Form FDA-$83, the inspe~ion repofl, and other data
collected during the inspection and conclude that k conditions are serious violations of the GLP
regulations and that there appears to be a failure of management, jmd~ directors. and the quality

assurance unit to exercise their responsibilitiesas required by Pam 5S.3 1, 5S.33. and 58.35 of the
GLP regulations. Unless these deficiencies are corrected, we would consider fiture studies

conducted at this facility to be seriousiy flawed. Further, such studies could be exc!uded born
consideration for suppofi of a r==ch petit or marketing application for products regulated by this
agency.

we request that you respond to this letter in tithq Mthin fifktm ( 15) working days of receipt ofth.is

letter and indicate to us your .mtentions tO either immediately comes the GLP tioiatiou or sure
the .+gency that there will be no fifier j~dies condu~ed that are subject to FDAGLP requirements
until comections are made and verified.

. .

Your response should include (1) the jpec~c stepsYOUhave taken or are taking to comet the noted
violations, including an explanation of each step being taken to pr=ent the recumence of simh
violations; (2) the date comections ~~iil be completed; and (3) any documentation to indicate

comec;ion has been achieved.
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● We consider these violationsa serious matter and urge you to respond promptly. Failure to do so

may result in thrtlw agencyaction

Ifyouhaveanyquestions@ “ g this matter, or the Good Laborato~ Practice regulations, please
contact:

C. T. Viswnathiw Ph.D.
Associate Director
Divisionof ScientificInvestigations
061cu of Compliance
Center for Drug Evaluationand Research
7S20 StandishPlace,Room 102
Rockville,Maryland20855
Telephone:(301) 594-1023

Sincerelyyours,

DavidA. Lcpay,M. D., PhD
Director
Divisionof Scientific[nvcstijjations
Office of Compliance
Center for DnAgEvaluationand Research

Enclosure:Fom FDA-483
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● cc:

MichaelJ. Iauopouloq M.D., PhD.
~Cad, ReguMo~ patholo~ and ?htOIO~

American HealthFoundation
One DanaRoad
Vaihak ~ew York 10595

cc:

FranciscaE. Lim Chief
LaboratoryData [ntegrity Branch
Otlice ofEnforcementand ComplianceAsurancc
L’S EnvironmentalProtection Agency
40I M Street, Sw

Washington.DC. 20GJ60


